TCT-93: Three Years of TAVI: Results of The United Kingdom Transcatheter Aortic Valve Implantation Registry  by unknown
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&RPSOLFDWLRQV$IWHU7$9,'HSHQGLQJRQ*UDGHRI$RUWLF9DOYH&DOFL¿FDWLRQ5HVXOWV)URP
WKH3URVSHFWLYH0XOWLFHQWHU*HUPDQ7$9,5HJLVWU\
6WHSKDQ6WDXEDFK-HQQLIHU)UDQNH*HUW5LFKDUGW8OULFK*HUFNHQV*HUKDUG6FKXOHU
+ROJHU(JJHEUHFKW5DOSK=DKQ'DQLHO+6WHLQEHUJ-RFKHQ6HQJHV6\OYLD)LW\R0LUNR
'RVV6WHSKDQ)LFKWOVFKHUHU1LQD:XQGHUOLFK+RUVW6LHYHUW
&9&)UDQNIXUW)UDQNIXUW*HUPDQ\+HU].UHLVODXI=HQWUXP%DG6HJHEHUJ%DG6HJHEHUJ
*HUPDQ\.OLQLNIU.DUGLRORJLHXQG$QJLRORJLH+HOLRV.OLQLNXP6LHJEXUJ6LHJEXUJ
*HUPDQ\+HU]]HQWUXP/HLS]LJ/HLS]LJ*HUPDQ\8QLYHUVLWlWVNOLQLNXP(VVHQ:HVWGHXWVFKHV
+HU]]HQWUXP(VVHQ(VVHQ*HUPDQ\0HGL]LQLVFKH.OLQLN%.OLQLNXPGHU6WDGW/XGZLJVKDIHQ
/XGZLJVKDIHQ*HUPDQ\0HGLFDO8QLYHUVLW\RI6RXWK&DUROLQD6RXWK&DUROLQD6&,QVWLWXW
IU+HU]LQIDUNWIRUVFKXQJ/XGZLJVKDIHQDQGHU8QLYHUVLWlW+HLGHOEHUJ/XGZLJVKDIHQ
*HUPDQ\&9&)UDQNIXUW8QLNOLQLNXP)UDQNIXUW)UDQNIXUW*HUPDQ\
%DFNJURXQG7UDQVFDWKHWHUDRUWLFYDOYHLPSODQWDWLRQ7$9,KDVHPHUJHGDVDQDOWHUQDWLYHWUHDWPHQW
RSWLRQ IRU KLJKULVN SDWLHQWV ZLWK VHYHUH V\PSWRPDWLF DRUWLF YDOYH VWHQRVLV ZKR DUH H[FOXGHG
IURPVXUJHU\GXHWRVHYHUHFRPRUELGLWLHV:KHWKHUWKHGHJUHHRIDRUWLFYDOYHFDOFL¿FDWLRQLPSDFWV
RXWFRPHVIROORZLQJ7$9,LVXQNQRZQ
0HWKRGV:HDQDO\]HGGDWDIURPWKHSURVSHFWLYHPXOWLFHQWHU*HUPDQ7$9,UHJLVWU\LQFOXGLQJ
SDWLHQWVDVRI)HEUXDU\3DWLHQWVZHUHGLYLGHGLQWRJURXSVEDVHGRQWKHGHJUHHRIDRUWLFYDOYH
FDOFL¿FDWLRQPLOGQ PRGHUDWHQ DQGVHYHUHQ YDOYHFDOFL¿FDWLRQGHWHUPLQHGE\
YLVXDOHVWLPDWLRQE\ WKHRSHUDWRU7KHUHZDVQRGLIIHUHQFH UHJDUGLQJ WKHDJHJHQGHU&$' UHQDO
IDLOXUHDQGGLDEHWHVEHWZHHQ WKHJURXSV3DWLHQWVZLWKDPLOGFDOFL¿FDWLRQKDGPRUHSXOPRQDU\
K\SHUWHQVLRQSDFHPDNHUDQGSUHRSHUDWLYHLQFOXGLQJE\SDVVDQGDRUWLFRSHUDWLRQVWDWXV
5HVXOWV0HDQDJHRIDOOSDWLHQWVZDV\HDUVPHDQ(852VFRUHZDV3DWLHQWV
ZLWKPRGHUDWHRUVHYHUHFDOFL¿FDWLRQKDGDKLJKHUJUDGLHQWEHIRUHWKHLQWHUYHQWLRQS0RVW
RIWKHSDWLHQWVUHFHLYHGDQ&RUH9DOYHSURVWKHVLV3URFHGXUDOVXFFHVVZDVDFKLHYHGLQ
DQGVLPLODULQDOOJURXSV7KHGXUDWLRQRIWKHSURFHGXUHDQGÀXRURVFRS\ZDVKLJKHULQWKHJURXSZLWK
VHYHUHFDOFL¿FDWLRQPLQYVPLQYVPLQSDQGPLQYVPLQYVPLQ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
'XULQJ WKH KRVSLWDOVWD\ WKHUHZHUH QRGLIIHUHQFHV EHWZHHQ WKH JURXSV UHJDUGLQJ FHUHEURYDVFXODU
HYHQWVP\RFDUGLDO LQIDUFWLRQ WKURPERHPEROLFHYHQWVDRUWLFGLVVHFWLRQRUYDVFXODUFRPSOLFDWLRQV
)XUWKHUPRUHWKHUHZDVQRGLIIHUHQFHLQWKHSRVWSURFHGXUDOPHDQJUDGLHQWPP+JYVPP+J
YVPP+JS KRZHYHUWKHJURXSZLWKPLOGFDOFL¿FDWLRQKDGOHVVUHVLGXDODRUWLFLQVXI¿FLHQF\
FRPSDUHG WR WKRVH ZLWK PRGHUDWH DQG VHYHUH FDOFL¿FDWLRQ S 3DWLHQWV ZLWK PLOG YDOYH
FDOFL¿FDWLRQUHFHLYHGPRUHSDFHPDNHUVYVYVS
'XULQJ GD\ IROORZ XS WKHUH ZDV DOVR QR GLIIHUHQFH UHJDUGLQJ WKH QXPEHU RI UHLQWHUYHQWLRQV
WKURPERHPEROLF HYHQWV P\RFDUGLDO LQIDUFWLRQV RU FRPELQHG 0$&&( GH¿QHG DV GHDWK VWURNH
P\RFDUGLDOLQIDUFWLRQ
&RQFOXVLRQV2XUUHVXOWVVKRZWKDW7$9,FDQEHSHUIRUPHGZLWKVLPLODUUHVXOWVLQSDWLHQWVZLWKVHYHUH
FDOFL¿FDWLRQ RI WKH DRUWLF YDOYH FRPSDUHG WR WKRVHZLWKPLOG RUPRGHUDWH FDOFL¿FDWLRQ+RZHYHU
SURFHGXUHWLPHZDVORQJHULQKHDYLO\FDOFL¿HGYDOYHVDQGQHHGIRUSDFHPDNHULPSODQWDWLRQZDVKLJKHU
LQOHVVFDOFL¿HGYDOYHVKRZHYHUUHVLGXDODRUWLFLQVXI¿FLHQF\ZDVOHVVLQWKHP
7&7
7KUHH<HDUVRI7$9,5HVXOWVRI7KH8QLWHG.LQJGRP7UDQVFDWKHWHU$RUWLF9DOYH
,PSODQWDWLRQ5HJLVWU\
0LFKDHO0XOOHQ8.7$9,6WHHULQJ*URXS
8QLYHUVLW\&ROOHJH+RVSLWDO/RQGRQ/RQGRQ8QLWHG.LQJGRP
,QWURGXFWLRQ7UDQVFDWKHWHU$RUWLF9DOYH,PSODQWDWLRQ7$9,FRPPHQFHG LQ WKH8.LQ-DQXDU\
)DFWRUVLQÀXHQFLQJRXWFRPHLQWKLVSRSXODWLRQLVQRWNQRZQ
0HWKRGV8VLQJD1DWLRQDOGDWDEDVHGHPRJUDSKLFDQGSURFHGXUHGDWDZHUHFDSWXUHGRQRI
FRQVHFXWLYHSURFHGXUHVXQGHUWDNHQLQWKH8.EHWZHHQ-DQDQG'HF,QGLYLGXDORXWFRPH
GDWDZDVWUDFNHGE\OLQNDJHZLWKWKH2I¿FHRI1DWLRQDO6WDWLVWLFV216
5HVXOWV7$9,SURFHGXUHV&RUHYDOYH>&9@(GZDUGV6DSLHQ>(6@ZHUHXQGHUWDNHQ
PDOH\HDUVSURFHGXUHVZHUHWUDQVIHPRUDO7)WUDQVDSLFDO7$DQGYLD
DQDOWHUQDWLYHURXWH2QSURYLVLRQDODQDO\VLVVXUYLYDOZDVDWGD\VDQGDW\HDU)LJXUH
7KHUHZDVQRVLJQL¿FDQWGLIIHUHQFHLQVXUYLYDOEHWZHHQ&9DQG(6EXWSDWLHQWVWUHDWHGE\QRQ7)
URXWHVKDGDSRRUHURXWFRPH3 FRQVLVWHQWZLWKWKHLUDGGLWLRQDOFRPRUELGLW\3HUPDQHQWSDFLQJ
ZDVUHTXLUHGLQRISDWLHQWV(6&96XUYLYDOZDVVLJQL¿FDQWO\EHWWHULQSDWLHQWVWUHDWHG
ODWHULQWKHVHULHV
&RQFOXVLRQ7KHVHGDWDGHPRQVWUDWHWKHVXFFHVVIXOLPSOHPHQWDWLRQRID1DWLRQDOGDWDVHWZLWK8.
ZLGHGDWDFROOHFWLRQDQGOLQNDJHIRUPRUWDOLW\RXWFRPH(DUO\UHVXOWVGHPRQVWUDWHH[FHOOHQWRXWFRPH
LQWKLVKLJKULVNFRKRUWZLWKQRVLJQL¿FDQWGLIIHUHQFHEHWZHHQ&9DQG(6
7&7
0HFKDQLVPVDQG&OLQLFDO&RQVHTXHQFHVRI0\RFDUGLDO,QMXU\'XULQJ7UDQVFDWKHWHU$RUWLF
9DOYH,PSODQWDWLRQ
=H<LH<RQJ.LUVWHQ%RHUODJHYDQ'LMN.DUHO7.RFK0DULMH09LV%HUWR-%RXPD-RVp
36+HQULTXHV5LFFDUGR&RFFKLHUL-DQ-3LHN%DV$-0GH0RO-DQ%DDQ-U
$FDGHPLF0HGLFDO&HQWHU$PVWHUGDP1HWKHUODQGV
%DFNJURXQG 3HULSURFHGXUDO P\RFDUGLDO LQMXU\ 30, LV D IUHTXHQW FRPSOLFDWLRQ GXULQJ FDUGLDF
VXUJHU\ DQG LV DQ LPSRUWDQW SUHGLFWRU IRU SRVWRSHUDWLYH FDUGLRYDVFXODU PRUELGLW\ DQG PRUWDOLW\
0HDVXUHPHQWRI WKHFDUGLDFPDUNHUVFUHDWLQHNLQDVH0%LVRIRUP&.0%DQGFDUGLDF WURSRQLQV
F7QLVDUHOLDEOHWRROWRGHWHFWP\RFDUGLDOGDPDJH2XUSXUSRVHZDVWRLQYHVWLJDWHWKHRFFXUUHQFH
WKHPHFKDQLVPV DQG FOLQLFDO FRQVHTXHQFHV RIP\RFDUGLDO LQMXU\ GXULQJ WUDQVFDWKHWHU DRUWLF YDOYH
LPSODQWDWLRQ7$9,
0HWKRGV:HVWXGLHGSDWLHQWVDJH\HDUVPDOHZKRKDGXQGHUJRQHD7$9,ZLWKWKH
0HGWURQLF&RUH9DOYHELRSURVWKHVLV%ORRGVDPSOHVZHUHGUDZQEHIRUHDQGDIWHUWKHSURFHGXUHWR
PHDVXUH&.0%DQGF7Q7OHYHOV
5HVXOWV$IWHU7$9,WKHPHDQVHUXP&.0%FRQFHQWUDWLRQLQFUHDVHGIURPQJP/DWEDVHOLQH
WRDSHDNRIQJP/SDQGWKHPHDQVHUXPOHYHORIF7Q7IURPWR
QJP/S0XOWLYDULDEOHDQDO\VLVUHYHDOHGSURFHGXUDOGXUDWLRQSDEVHQFHRIGLDEHWHV
S DJHS SURVWKHVLVGHSWKS ORZHUSUHSURFHGXUDOKHPRJORELQOHYHOS 
SUHSURFHGXUDOPD[LPXPDRUWLFYDOYHSUHVVXUHJUDGLHQW$93*S DVLQGHSHQGHQWSUHGLFWRUV
IRUSHDNELRPDUNHUOHYHOVDIWHU7$9,7KHPRUWDOLW\UDWHZLWKLQGD\VDIWHU7$9,ZDVZKLFK
ZDVVWURQJO\DVVRFLDWHGZLWKKLJKHUSHDNOHYHOVRIERWKFDUGLDFPDUNHUVS 
&RQFOXVLRQ )ROORZLQJ WUDQVFDWKHWHU DRUWLF YDOYH LPSODQWDWLRQ VHUXP OHYHOV RI ERWK&.0%DQG
F7Q7HOHYDWHZKLFKUHÀHFWVWKHRFFXUUHQFHRISHULSURFHGXUDOP\RFDUGLDOLQMXU\$ORQJHUSURFHGXUDO
GXUDWLRQWKHDEVHQFHRIGLDEHWHVDKLJKHUDJHDQGDGHHSHUSURVWKHVLVLQVHUWLRQDUHWKHPDLQIDFWRUV
DVVRFLDWHGZLWKPRUH30,+LJKSRVWSURFHGXUDOSHDNOHYHOVRIERWKFDUGLDFPDUNHUVDUHVKRZQWREH
DVVRFLDWHGZLWKGD\PRUWDOLW\DQGFDUGLDFHYHQWV
7&7
&HUHEUDO(PEROL]DWLRQ'XULQJ7UDQVFDWKHWHU$RUWLF9DOYH,PSODQWDWLRQ7$9,$
7UDQVFUDQLDO'RSSOHU6WXG\
3KLOLSS.DKOHUW3KLOLSS'RHWWJHU.DWKULQH0RUL)DGL$O5DVKLG0DWWKLDV7KLHOPDQQ
'DQLHO:HQGW0DUF6FKODPDQQ+HLQ]-DNRE5DLPXQG(UEHO+ROJHU(JJHEUHFKW
:HVW*HUPDQ+HDUW&HQWHU'HSDUWPHQWRI&DUGLRORJ\(VVHQ*HUPDQ\:HVW*HUPDQ+HDUW
&HQWHU'HSDUWPHQWRI7KRUDFLFDQG&DUGLRYDVFXODU6XUJHU\(VVHQ*HUPDQ\,QVWLWXWHRI
'LDJQRVWLFDQG,QWHUYHQWLRQDO5DGLRORJ\DQG1HXURUDGLRORJ\8QLYHUVLW\+RVSLWDO(VVHQ
(VVHQ*HUPDQ\
%DFNJURXQG5HFHQW05,VWXGLHVVKRZHGWKDW7$9,LVDVVRFLDWHGZLWKDKLJKLQFLGHQFHRIFHUHEUDO
HPEROL]DWLRQRXUJURXSKDYLQJGHWHFWHGQHZHPEROLFOHVLRQVLQSDWLHQWV7KHRULJLQRIWKH
HPEROLKRZHYHUUHPDLQVXQFOHDU0LFURHPEROLFVKRZHUVPD\DULVHGXULQJYDULRXVSURFHGXUDOVWHSV
VXFKDVFURVVLQJRIWKHFDOFL¿HGYDOYHEDOORRQYDOYXORSODVW\DRUWLFDUFKSDVVDJHGHYLFHSODFHPHQW
DQGLPSODQWDWLRQ:HVRXJKWWRHYDOXDWHHDFKVWHSRIWKHWUDQVIHPRUDO7)DQGWKHWUDQVDSLFDO7$
SURFHGXUHUHJDUGLQJFHUHEUDOHPEROL]DWLRQXVLQJWUDQVFUDQLDO'RSSOHU7&'
0HWKRGVSDWLHQWVZLWKDPHDQDJHRI\HDUVDQGDORJLVWLF(XUR6&25(RI
ZKRXQGHUZHQW7)Q DQG7$Q 7$9,ZHUHLQFOXGHGLQWKHVWXG\,QWUDRSHUDWLYH7&'RIERWK
PLGGOHFHUHEUDODUWHULHVZDVXVHGWRLGHQWLI\KLJKLQWHQVLW\WUDQVLHQWVLJQDOV+,76DVDPHDVXUHIRU
PLFURHPEROLFORDGGXULQJDOOSURFHGXUDOVWHSV$GGLWLRQDOO\QHXURORJLFDODVVHVVPHQWZDVSHUIRUPHG
DWEDVHOLQHDQGGDLO\GXULQJWKH¿UVWSRVWRSHUDWLYZHHN
5HVXOWV+,76ZHUHGHWHFWHGLQDOOSDWLHQWVDQGZHUHPRVWO\REVHUYHGGXULQJYDOYHSRVLWLRQLQJDQG
VXEVHTXHQWLPSODQWDWLRQ7)7$S IROORZHGE\DRUWLFDUFKSDVVDJHLQWKH
7)JURXSRQO\EDOORRQYDOYXORSDVW\7)7$S DQGLQLWLDOFURVVLQJRI
WKHYDOYH7)7$S 7$7$9,ZDVVKRZQWREHDVVRFLDWHGZLWKVLJQL¿FDQWO\OHVV
+,76WKDQ7)7$9,7)7$S PRVWOLNHO\VLQFHWKHDRUWLFDUFKLVREYLDWHG
DVDVRXUFHRIHPEROLVP1RVWURNHDQGQRFOLQLFDOVLJQVRIQHXURORJLFDOLPSDLUPHQWZHUHREVHUYHG
LQDQ\SDWLHQWVE\1,+VWURNHVFDOHUDWLQJ0LQL0HQWDO6WDWH([DPLQDWLRQDQG0RQWUHDO&RJQLWLYH
$VVHVVPHQWWHVW
&RQFOXVLRQ&OLQLFDOO\VLOHQWPLFURHPEROLZHUHGHWHFWHGE\7&'LQDOOSDWLHQWVGXULQJ7)DQG7$
7$9,7$7$9,EHLQJDVVRFLDWHGZLWKOHVVHPEROL]DWLRQ
